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CLINCAL PRARMACOLOBY

Qxycedone Is a purs agonist oploid whose principal therapeutic action is anaigesia.
Othar members of the class known as npiloid agonists include substances such 25
morphine, hydromorphone, fentanyl, codsine, and Wydrocodons. ogical
efects of opioid agonists inciuté nnxiows, euphoria, taelings of relaxation,
respiratory déprassion, conspation, miosls, and It supprassion, as well as
analgesia. Liks all pure opiold aponist anslpesis, lncxmlno Joses there is
inGreasing anaigesia, uniike with mixed sgonieantagoniets o noR-Opiold ansigesics,
where there is a fimif & the analgesic atfect with increasing doses. With pure
opicid agonist anaigesics. tisre is no dafined maximum doss; the cebing 1o
analgesic mctmnmus mposed only by sids effscts, the more sericus of which
may include somnolence and respiratory depression.
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mw mnbzllm of the anaigesic wz:l I%%mwﬂgw&mw &i
veceplars for endogénous Compeunds o
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Oxycodone produces respiratory daprassion by direct action on braln stem
respirstory centers. The respiratory daprassion invoives both & reduction in the
responsiveness of tee beain sm mmmrymmm incraases n carbon dioxide
twnsion and W slectical stimulation,

Oxycotions mmmm cough reflex.by direct tifact on the cough center in e
medulla,  Aotituseive SHECTS MY DOCHT wikth Soses Towur Wian hoss usualy

. required for analgesis.

Onyrodons (30565 Micsis, evn ¥ total daskness. Pinpoint puplis are a sign of opiold
ovardose but gre not pathognomenic (8.0, ::nﬁm insions of hemorthagle or
Ischemic origin may produce simitar findins). mydriasis rather than miosie
may be seer with hypoxks - of - oxyeodane hydrachloride sxiended-
relagss tablets overdose (See nvnﬁ%n.
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QXYCODOME HYDRGCILORDE EXTENDED-RELEASE TABLETS AAE NOTINDICATEX
FOR RECTAL ADMUMISTRATION. Diata from a stody invohving 21 normal volumtzen
show that axycodone hydrochinride extended-releass tablats administered pe
ractym raguited i an AUC-39% grealer and 4 Cpay I% hamrmwex
20ministered by mouth. Tharefore, thers Is an incrsased risk of

with rectsl adiministration,
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r&m W significant effict on the exdent of absormion of oxycodane fom Sxyoodon
mmwmammwm

ravenous administration, the volume of Ssiribytion (¥s) for oxygoden
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Quycodons causes 3 reduction thmem an Increass i smboth
musele tone in the antrum of the slomach and tuodenum, Digestion of fod Inthe:
small Intasting is delayed and propuisive contractions are decrassed. Propultiw
peristaltic waws In the colon-are decressed, whils 1008 may be incraacsd » the
poind of spasin resutting in constipation. Other opivig-induced oﬁmsm'{

a reduction in gastric, hiigry and pancresatic secrations. spasm of sphingter of
0ddi, and transient slevations in serym amytass.

Cardigvasculer System

Wcodom may produce reluase of histamine with or without associated
vasodiiation. " Manifsstations of histamine relsase andior wipbun\ vascdilation
may Include pruritus, Nushing, red eyss, swaating, 3nd/or orthostatic hypotension.
Goncantration - Effisacy Retationships

Studins In normal voluntaers and nalkms Tovag! mdlchbh relationships betwees:

oxycodone dosage and plasra Oxycodone concenirations. as well a5 batwasn -

concentration and umin agtmd oplokd etfscts, such a8 wplwy consiriction,
sedation, gverail “drug effect”, anaigesia and feailngs of “relucation.”

As with a? opicids, the mintmiiem effective plasma concentration for analgesia will
Vary widely amoag patients, Foulalty amang patients who have basn pravicusly
fregted with potenl agonist oploids ks  smsylt, patlents must be treatad with
individualized Hitration of dosage 1o the desired effect. Tha minimum effective

anaipesic concentration of ox for any (noividual patiant may Incrasse mr
ﬁmend.ut -] g'!“nmm In ulc.?mem of & new mln“;ynmm .
e dwmmom of analgesic minraneu

1on - Adverss Exparience Relationships
D-% one hydrocbloﬁuo eutended-retease tablels are nssociated with typical
s ml odon fasm m“a‘:&m« mnm'
nceaasing 8 plagma con an squsHTy B
related oploi%mu npariances such 3% nwm. vomiting, CNS stiacts, and
respiratory depression. In ogloid-tolerant patients, the mm is altered iy he
ggnwwlwm of himnca 1 opioit-reiatad ummcu. wnd the relationship is not
1

As wlth 3l o loids the dose must be ingividualized (ses DOSAGE m'
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Tha activity of oxycado nmnv hymdﬂorm xtsndud-release tablets is primarily du
L 8 ]

10 the parent drug oxycodone. Osycodone hydroghlorid

are designed to provide extended delivery of diycodons over 12 hours.
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ehminales the axtended delivary nise g muhs in the rm wlem and
absorption of a potantialy fm dosa ﬁ:’.ﬁ‘l’!‘

odone releasa from oxymdm hwmmhrlil'c umm-vm blets is
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4omq g, and 180 m tablot sirengins vor both peak plasma lavels (Cugy)

and extant of absorption (AUC). Oxycodons is mm mdnlwm
primarily in the udne as hoth conjugated and brconjugated metabolites.
apparent elimination haif-4ts of oxycodons totiowing the sdministrztion of oxycodons
hydrochicride edendsd-ralense tbiets was 4.5 houn sompared ta 3.2 fourg lor
immeadiate-release oxycodona.

Alisorpiion

About B0% 10 87%.0f an oral dose of gxycodine reaches the central mmpmmnt
in Gomparison 10 2 gmmn! doss. ‘ms bmh oral bivavaitability Is dut to low
pra-sysiemic and/or miwuml\lwz ofmorp-
tion is 0.4 hours for mmu-m omt
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180 my tablet strangths for doth. peak plasmig contentrations
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u. “Data from astudy inwolving 21 normal voluntesrs
show thal oxycodone hydroghiorids xiended-raleats tabiets aaministesd per

‘ractum resulted 6 an AUC 39% granter and 2 Cpy, 9% higher than fablets
- adminigierad by mouth. Theretore, ihere I8 an Incrassed risk of adverse evants

with ractal administration.

10 sigrificant ifsct on the extent of sbsomtion of oxyeodins om oxycodane
Mmmsa extended-raleano tablets.

- Distribulion

Following kitravenous adminisiration, the volume of disiribution {Vss) for oxycodons
W»'LBLM Om binding to plasma protein at 37°C and 3 pH of 7.4 was
, oxytodone is gistrituled to skeletal muscle, fiver,

) mmmt. ham whm. and brain. Quycodone ey been found In breast mitk
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Onycodone hydrachloride & mdsnsively metaboiized t norarycodone, cxymorghone,

nd helr glucuranides, The malorcauhﬁna matibolite Is nomxycoduue with an

Noroxycodana is reported to ba s
Anough possessing

‘wogker angigesic than oxyoodons. Qxymarphions,
mmmu mmmnmmm low concentrations. The coresigtion
bimmexymo home concantrations and opiokd effects was much fess than that
mmafaw pinmmmmﬁm Tha anglpasic activity profile of other
m

“ The tormation of oxymorphone, bit apt noroxycodons, is medidted by cylochrome

P450 206 and, 33 Such, its formalion can, in theory, be atfecied by other drugs
(s Drug-Drug Jniersetions).

Bxvotlon.

Oxyeodonis gnd &s metabolites are excrated primarily via the kidnay. The amounts

measured in the uring have besn reported as follows: free oxytodone up to 15%;

by oy ﬁ%’mmm% ey
not quantifisd, The total plasma clearance was 0.8 Limin for adilts.

-
™ a coneentrations pf oxycodone are only nominally atfeoted by age, being
% greatey in myammwbmncw jests.

Gonder '
Famale subjects have, on average, plasma oycodone mncemannsupto 2%
I:Wmmmmawmmtﬂwmb The reason for this differance
i Yk

Reny) Impaiiment
Oma from a?mmuc %m% laﬁmpfakm il 10 Severe m
cysmlwu ng clearance <60 mL/min) show peak plasma oxyCodone |

soncantraions §0% and 20% hig mmwy and AUC values

e formdm. dmorm:cm %. a1 4D% highsr than

normal Subjects, cmcwaty 'mu ls mommbd hy an &umm In sedation but
not Iy m ral Othir MEagunes:

o mvﬂmma»mmmmmmmm
thow.peak plesma mmﬁm & congantrations 50% and 20%

s TeapactuRly, than normal subjects. aucm mmmss%
,mmmv “etymonp i

hong pesk plagma concentrations and AUC vaiues are lowsr
by 30% and 40%. Thase itierences are accompanied by Increases in some, but
ot other, dmm The tV2 efimination for oxycodone incraased by 2.3 hours
{500 PRECAUTIONS).
Drug-Orug Sateraciions: (soe PRAECAUTIONS)
© Oxycodons is motabolized In part by cytochrome P4S0 206 to oxymorphone which
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Oxyeodone hydrochioride exiended-relsase sablats are ROT intended for use as &
prn analgasic.

Physicians should individualize treatment 1y every case, mmmn therapy ot the

appropriats painl along 2. pmrmton from non-opioid anaigesics, such a3 noo-
storoldal anti-inftammato mmmophan 1 n nmn Ld
mmmmtﬁ?uch uwﬁnw‘ y s World Health Or fnum lﬂﬂ
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o renal function; prychasts

The adminisiation o wnodom my ohowm e diaghusis of clinical course in

pmm mmm conditions. (iycodons may aggravats comwlsions
i pationts, with conveitive d&mﬁm and ali oploids may induce or aggravale

ul:mnhm clinlcat yattings.
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giaash tablts should be used with caution
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fatarsdions with Mixed Opinid Analygeyics
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odone hydrochioride uxtsnded-reisase tabists are contraingicated in patients

known ypersenitivity % W of i any gituation where opioits are
contraindicated, This incldes with swﬁmt cgspiratory cuprassion (in
unmanitored settings o the absence of rasuscitative nqu , nd patiants wih
acule or savre hronchial gsthmg o 1
exiended-releass kablats ae contraindicated mwmmm of I suspacted
of muo mw Heug,

WOWIE {HYDRQCHLORIDE mﬁ mm ME 1'0 BE

SWALLOWED WHOLE, AND-ARE NOT 0 BE BROKEN, CHEWED
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monmau Amamwmm OF OXYCODONE.

mummmmwmwmmmmmmn
PATIENTS DBLY. Tis tie!l MI!! couny fats! reepinidary

depression when sdministersd o palients not muuwmmm.
Oxyzodons Hysreckiorid mmn—nmmu nmnunrmmv
nmmmmul mmm ﬂnnﬁ
o mots. unmnmm
Pationts shou lﬂo muuwmmmhmumu
forwho 1 was prescrivad, ¥ Rich Ragproprisle uas way Nove avens Mnl
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Oxycodone s an opioid agonist of the morhina-Gpe. Suck
abusers and peopie witty addiction disordérs and are mimmm-mtdmm

Oxysodong can be abui m:mm«ﬂnimwmopmdn
This should bcoomldum whnmﬂbinoor wn wmmmw
axtondid-relenss tabiets in situations where the physician o7 pharmacist is soncemad
about an increpsed figk of misuse, abuse, of dlvmm

Dxycodong- hydruculoﬂdn exiended-reiaacs taiets have besn reporied 45 being
ahused by Srushing, chiwing, sntrting, i injesting the dissolved produst. rnm
oractices will rasult in the ungontrolied wivuyemn opioid and pose a Significant
risk to the Bbuser Brat.could resull in overdose and duath (ses WARMINGS-and
DRUG ABUSE AND ADDICTION).

Concarns about abuse, addiction, and diversion should not prevent the proper
management of pain. -Tha devslopment of acdlction to oploid anaigasics in properky
managed patiants with pain g been 10 be rare, Howéver, data are a0t
availabia © oshhm Wia true incidence of sddiction In chronic pain patients.

Healthcars mofemnals shouskd contart helr State Profassional Licensing Boasd,
or State Controlied Substances Authotity for ittrmation b how B prevert and
datect abuse or diversion of this product

Interactions with Altoho! s Drugs of Abune
Oxymm nuy In mm»m mmmcu when used in conjunclion with
g X 2l odrvous Systam Gepression.
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mummmdm sphincter of Oddi and should be used with

( m&mhmbﬁsmmm disease, inpluding acyte pangreadiis. Opioids
‘ mmmmauahummhummmam

" Toloranes sd Plopa

roamaumummmcm domufnpiondswmahmna defined affec
'wensﬁmdamm 10rs)
Physical depandence Is mantissied

m roma ion or piher extermai fac
s e o
mamwmmmwm antagonist. Ga08NaeNCe and tolerance

. are nut bnysusl during chronic oploid therapy.

The nplom sbstirencs or withdrawa! synd«oma is charactarized by some or all o
the' m o: mm;smn Tacrimation, rhinarrhiaa, yawning, perspiration, chills
myalgis, and mycriasis, Othar symploms-also may deveiop, Including: irritability
anxety, backache, joint pain, weakness, abdominal cramps, insomnla, nausea
mﬂﬁi,m , dtarrhed, of increased hiood prassure, respiratory rate, ot hear
in general, .oplodls should aot b abruptly discontinued (see DOSAGE ANI
ADMEHISTRATION: Cassation of Therapy).

Intormation ov Patioate/Carepivers (365 PATIENT INFORMATION at ths end of thi

packis oMY
it clinicaily sdvisable, patients recsivin mmhwmwwmm«m
unm%r’y mgn:nm A0 the fokowing infocmaton by e physicia

mnm Mll m that oxycodons hydrochionide sxdended-reisas
ablets contaln mmumulwiwlmm
£ Palents mﬂd advissd that mmmu mmd-um

tablats. were work pmporly only f awailowed whole. Oxytodom
dml:fdm wll‘r(mm aktheir contanis at once |
tirokes, chewed or erushed, rasulting in 2 risk of fatal overdase.

3. Palients shouid be advised t report opisodes of dradkthough pain an
advern wpaTiences occurming during therapy. Individualization of dosage &
mmwmmwmom:'mm

4, mummmmmmaiwmm ommmhydrochioﬂd
extanted-reisats babists without consuiting the ng professional.

5. Patients tho:‘t::o u::u that oxycodond Mmmmul:r m "r;I::z
tablets me m«mw
of potensialy hazardous Bske (8.0., Griving, o:;wn: m mwrlm).m

s.mm mmmmmm roc! extended-re

mﬁfsm«m um»mm:r;mmyﬂ
tmqu 26T8). ¢xo8) & Orers 8Caus
mwout mm’«tum may oscur, resulting in mion;m i@.;‘y " feath,
A dbsaring potential who bacome, or 9 % becor
peagrsit shoutt m’u&mn conuult theie physician In the effects 1
anmﬁgigﬁ other drug use during pragnancy on themselves and the

8. Patients should be advised that oxycadone hydroghioriis extended-raleas
tablists ] f ab Thay shouid protect it !mm ﬂmt. and
) :&' mm drug om u;c. hcy m mine
?m uym have besn recaiving treatm
8 ;hmlh om? mmmmmmmamm
w essation of therapy Is indicated, # my be abproptists 1o nw th
axyoodons: mmmu sxtendad-releass tbi dm, rather than sbr
discontiae &t due to the risk of pudpm Lsymlmmt

PP NP



- anmmhﬂuymthm nwmammumaum

8d | cunhe
Wm« ol upluia uasd in anaigesty, ahpand

Drug addiction is mcmm wwmwnm UBR, U3e 107 MON-medical purpoess,

and continued usa degpite hatm or rivk of ham. Drug addiction s a realable

diseass, utilizing a mi mmwwmm relapss Is common.

“Drug ‘sasking™ behavior Is very common In addicts and drug abusers, Drug-seexing

1actics include amerpanty ¢ mmmmmuwﬁum refusal o
Undergo appropriats mamination, testing or referral, repeated “iosy’ o!:mcﬂpm

tampcring with wucﬁpﬂum o reluctance Yo provide orior madics! records o
contact mformation tor. other weating pnysician(s) “Dottor shapping” to obtain

ﬂﬁm pméripucnm common among drug abusersand peoph eutiering from

Abuse and micm we sepsrate and distingt from phyﬂw depandance and
tolerance, Physicians mﬁuumemm nat ba socovpanied by

miwu Tor nor-medical. nmm. oftén-in combination with other

substances. Oxycodone mmma-mmmmmmmmwm.
have been diverted for non-medical usa, ~ Careiyl record-keeping of pr
miormaﬁon. itluding quantdy, fraquancy, and renewal requests s strongly

Proper asassmemo!m patient, proper prescribing practices, pardodic ra-susiuation
of therapy. and propar iispensing and Siorags are appropriats measwies thaf help

© tofimit uuolepiolddmw

_ Oxycodons Wydrockionide extynded-raiqasy tablels are INlendad lor onal use
my. m-muummmmawmmmwm This

um:ls':l m:wm‘:um%mm MWW%"L% Imli:ﬁ' &
un
uoals, Infection, gelmonary greavlonsas, Bad incrussed sisk of endocardiils
m valwslar beart | w. Parantoral umtm uumlvmmuwm
iramsminsion u; diseases suck &% Nepatlis and HNV.
wtnm rastine r -
dcmwom the chist hazard trom mam.m-mmmmm

a umgn paricular| m%mwuggn&m ‘patients,
-miommamfmw arts, Or when) Oplokds are

owm In comuncﬁon Vit other agents that depress racpivation.

wmmuuwumuumwmmmmmmmh
docrumd respiranry 148 wm&‘ﬁ ruw:gnl& pu-um‘ ’::‘DW
of
dumslon. In such mmu, m“uml mmuﬂa .
5 ﬁm MWMmM ummu
mm 2t the lowas! sflective doss. o

" Th resplratory depresxant offets of 0 it ncude carcn doie -smﬂomg
~ inthey mu‘n"?’ ot uwm;uq.mm mim orm’u SOUICHS- oim-m

cdane produces effects on pupiksry
response and wnwlomm M@uﬁy obscure naurologic sign o‘” !umm
mcmm i Intracrania) precsure i padients with nead injusies.

Oxycodone hydrachloride sxsended-releass tablels may Cause saverg i
m«euanmmwmwmnmm 10 Mmantain blood Wrtm

with drigs such’ as mﬁm« or other annu which mmmmm VAOMORT

. tona. Owyvodons i am bumm patints.
‘%eodun:h lxal mld maimmov the morphine-typs, should ' W
catrion fo patients in circulatory shock, Since vasudilebon prody .
further reduce urdae output ang' htmu pressure.

variiond
(]

Opioid anigesics have a narrow therspeutic index in certain patient populations,
%My wlm mﬂw mm.mt "«"Wi;. g should be rmfvod for
depression, aitatad mantal state, and ooshrﬂ Typoteagion.

Usa of oxycodone uymcm:m mmm fabiets s associated with
Incraased potential-risks and should L used only with caution In the lollowing

. conditions: mm afeoholism: adrenoourtical insutticisncy (v.¢., Addison’s

dimsn NS ! lpm of ¢oms; mm wamens: debilitaed patients:

mnwm ’

2. Patents shouid Tm oxycodons hydvochloride mxtended-rati
tbisls wers g oparly only i swalowed whole, Oxycodom
Tpdrochiorids & -rm umu will rejease ail their contents at onca i
hrem.cum« emm , susiting in a ik of fatal owedosa,

3 Pawm should ba‘ :{.\:ad tnwre m: of MfM’; pain anig
 Wjverse Bgarigice ) therapy. Individuslization of dosags
s3santig 0 mmoptmlusa of this madication.

4. Patents should ba advised not Yo adiust tha dose of 8 hydrochhoride
. standed-relacisg tabiets withoun mmnm the ing professionst.
5. Patients shouid be advised that oxyeodo 08 hydrochioride axtended-release

tahists may impale mantal and/or hyshlabilm irad for the performance
of goum hazardous tasks {8.9., Oriving, nlmatn% “heavy machinary).
5. Palients shouid not combine Oxycodons hydrochloride exended-release
e S L (o o
. betause
&mm piditive aifects may occur, rasoling In serious ar death.
7. Women of chikibedring potantiel who becomte, or ace piaanl 1n tecome
pregnant shoukd be mmu 1o consult thair physiclan regard Mtne cﬂlm of
unbmldw -othar drig usk during pragnancy on mm thelr

‘8§ Patiems shouid be advised mat wcedm hydroctiorids exiendad-release

) ummwwm usd, Thay Should protect it irom tieht, and it
. wi&mbogwnm mmmmwm vl prescribed.
9. Patients should ba-advisad that If they have been receiving treatment with
oxysodons hydeochiotide acknded-relsase tabists for mors than & fow weaks
ang cassation of thsrapy 18 indicated, It may be appropriaty to faper the
tochioride sxended-reiease tablats dose, rather than abruptly
discontinue i, dus o the rigk of precipitaing withdrawai wme, Their
plysician can provide a tdose sehadule to accomplish 8 gradual discontinuation

of the madication.

10. Patients shoudd e instructed to keep oxycodons hydrochioride sxtmded-
releate Tabints in 2 socuve place out of namh of chilfren, Whan oxycodone
hydrochionde sxtended-relsase fablets ara no longer needed, the unused

taisists should uwmammm down the

Use o Di and Alcoiiol ASi
Oxycodene’ hydrochlonide muﬁrm tablets ara an oplokl with no

. ‘mrww use I the manapement of addictive disorders. Their proper umo in

iduls with Srug or alttho! dependancs, aither active of In ramission, Is for the
managentnt of min raquiring oplold asigesia.

Dry-Drvy

torictions
Qploid. m'mlu Intiuding oxycodons hydrochigride exisnded-release Tabiats,
iy srhance the nwmms%uhrmna :gﬂon of suuul muscle relmants and

Produce a1 Incrassed degrew of resplealory d

Oxytotont is sowtsholized mmnmmmwwmm P450 208,

mmm 4y be Dlocked by 3 variaty of drups (a4 ceriiin cardiovascular

drags including mbdwm ‘and quiniding as weli 28 polyeyclic antidepressants),

such biockade as not yet besn shown 10-be of cllaical significance with this apent.
Clinicins should ba-aware of this possibie lateraotion, howsver

Ve with CNS Dupratsunts
Oxytodans -tytothioride axtended-releasu tablsts, ike 9l opiold analgesics,
shouid be started at 173 to 1/2.01 the usual dosage In patients who are concurrentty
mmﬂmmmw depressants including sedatives or hypnotics,
qmma anastheiice, phenothiazines, centraly acting anti-emetics, tranquiizers,
and aicotiol Detiuse respiratory depression, nypmmn. and profound sedation
arcum Tesult. No spacific inleraction betwaen Diycodons and monoarine
Oulglast In hamnohm&.bummmmmofmmwm

‘mmlsmmmmmhmﬂm

neils, Mutsponasis, Fuitility
WM« %wmwammmnmm
not mutaganic In the following 2ssays; Ames Saimonsits and E. col

Oxycodone vas
nstwmmmm activation st doses »smo chromosoemal
) At ntabolic w e,

human-ymphocytes i e of metabalic activation at

vdosn ufm 1mmwm.mm mmnm“mnmms

m A MMML. wv;* the i mbom mmwy:‘ micmmcuu:‘ m In rglc:
wum cg/ml). Onycotons was clagioganic A
e!w@mum assay in. he pressnce of metabolic activstion in tha
hu aberration test (gl preater than or squsi 0 1250 L)a
B g e T
*® or ar

wu@rmma%nm.
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,svants-than malés, even after adjustmant for

“

£,

Pragnancy

Tmmrc zmwmrya %, doction stixdies have been perfomed in rats
and rabbits by oral adminisation at ummw&mmmi 125m
Thesq doses are 3 and 45 Umes a human dose of 160 mg/day, based on mg/ky
basls. Tha results did nol raveal avidencs otharm to the fetus due 10 oxycodons.
Thera are, bowever, no adaquale and well-2ontrolied studies in pregrant women.
Because animal reproduntion studies are not Aiways pradictive of humas rasponss,

this drug should is¢ used duriag pregnancy only if clearly needed.

Lakier and Dattvely

Oxycodone hydroghloride mxisnded-release tabiets ara not recommendsd tor uss
in women during and immediately prior to labor and dalivery because oral oplolds

may causs respiralory depression In tha newhom. Neonates whose mothiers have ©

ban taking cxycodone chropically m

withdrawal symploms, mmum 2

Nursing Mothers

Low concentrations of oxycodons have boen detscted in breast mik Withdrawal

sym 3 Cin 0CEUT in bregst-Tesding infants when matsrnal administration of an
anAIgAsic I8 stoppad. nrmmy nutm shiould not be uncenaken whikk a

paum I8 techiving oxytotone hydrochloride exiended-releass tabiels hecauss of

the posdibilitly-of ssdation Bnd/or respiratory dapsession in the Infant. .

Padiairic Use

Safety ang effeciivenass of oxycodone hydrochiorkle extended-reiease tablets

exhibit respiratory depression andior
ot In the nursary.

have not been astablished in pediatric pmm helow the age of 18, & must be
rememburad thet cmoi«n bydroghloride éxtendad-raloare tablsts cawnvi be .
trashes or divided for administration. .
Garistric Uss

in controtied pharmacokinatic studies in ekistly sublests (greater than 65 yaars)
the clearancs of axycodane appeared to btsxrgmy raducocg Compare: to You
adults, the plasma coatentrations of o

15% (s8¢ PHARMACONINETICS AND

, Dfthe wtafnmberanubms
(445} in clinical studies of oxycodons hydrod

chiorice axtended-release tab) ots, 148

(33.3%) werq age 65 aud oider (mudmg 1hose age 76 and lder) whils 40.{9.0%);

wers aje 75 and oider. In ciinical uwswmanpropmu initlation of therupy and:
doss titration, no untoward of unexpected side
patignts who regaived oxycodons hydroghlgride extended-releass tablats. Thus,
the usual doses and dosing inlervals are sppropriate for thass patients. As with al
apioids, the starting dose: shouw be reduced o /310 1/2 of the usual dosage.in
debilltated, non-olerant Fospiratory depression le the chist Fazard in widerly
or debilitated patieats, usually ioﬁowinu farge initial dosse in nop-tolerant patients,

or when opioids are glven in conjunction withi ather agants that depress respiration.

Labaratory Monitoring

Due to the hroad. ranoe of plasma concentrations seen in elinical popuiations, the
varying. dcnrus ‘of pain, and the development of tolerancs, plasma oxycodone
measurments aré usuatly not heipiul in clisicsl managemant. Plagma concentrations
of the active drug substence may be of valus In selectad, unusual or compinx cases,

Hoputic mpilrmyent
A sludy of mwndom nydmchlome wxgaded-reiease tablets in patienis with
nepmi irmem indicates greatsr plasma concentrations than those with normial
tunction. Initiation of therapy at 1/3 to 172 the usual doses and careful doss
titration s warranted.

Renal Impairment

in patients with rena imgairmant, a5 evidenced by decreased creatinine tloarance

{<BD mL/min), the congantrations of axycodone in the plasma are approximatsly

50% higher than in subjects with-normal meet enction. Dose iniitation should follow

2consarvashve approach. mmmmmw according b the clinical situation.

Gender Ditlerances

In pharmacokinetic studies, opicio-naive females damonsiram up 1o 25% higher

averape plasma oondentrations and gradter frequancy of typical opinid adversé
weight, The clinical relevance

of a differenc of this magnitude is low for 2 drug Intended for chronic usage at
individuaiizedt dosages, and thare was no mainlemals ditferenca detected for sfficacy
or advirss svenis in e!hlcﬁ triads.

AQVERSE REACTW

The safsty of Mom hydrochloride edendsd-release tablets was evaluated I
double-blind cinml trialy invaiving 713 patients with modarate to Sevare pain of
various siclopies. in open-latiel shRiik of cancer pain, 187 pationts recaived oxycodone
nydrochioside extendod-rolease tablets in totat daily dosen ranging from 20 mg to
640 mg per day. Tha average total dally dose'was amﬂmﬂm 105 g per day.
Sarious adverse 7eattions which may ha asseciated with axymuone Mrocmarmu
sxtended-releass tabiet erapy in clinical use are-thoss obssrved with

anaigesics, including raspivatory tepression, aphea, respieatory mst. g ﬂo an
. 6ven lesser degroe) ngli%wmrmion hypotension, or shoek (see DVERDOSAGD),

G, Sespactively.

young
fong were increased approximately.

affects were Seen in the elderly. - ,some palients may benefit from agymmatric {diffarent dose given in

,Fo{ nitiagion” of

The wm opioid amage™sguth unalnxm of nalmefene are smiﬁc antidodss
2gainst resplratory "5 from opioid overdoss. Ophsid antagonists should
nothe zﬂm nisters 10w absance of significant respiratory of tircwiatory
depeassion sécondary to- oxycodons overdosa. (n patients who are physically
dependant on any opinid agonist including oxycodons hydrochloride- extended-
releass ablets, an abropt or complaty reversal of opiokd effects may precipitate an
acute abelinancs syndrome. Tha severity of the withdrawal syndrome producss will
depend on the degree of physical dependence gnd te dose of the antagonist
administered. Plaase see the prescribing information for the spacific opioid
antagonist for detalls o their proper uss.

wlam mmm:

i Pl

mcm I" ROCHLORIDE EXTENDED-RELEASE TABLEYS ARE AN OPIDIO
maum A WHEDUI.E !l CONTROLLED SUBSTANGE WITH AN ABUSE

Wmmamwmum INANALGESIA, CAN BE
mw. DIVERSION.

,mmm W SOAEETTO
‘mm% HYDROCHLORIDE

EXTENDED-RELEASE TABLETS ARE T0 BE
mmnnmmmum CHEWED OR CRUSHED.
TAKING BROXEN, C cmmo OXYCODONE HYDROCHLORIDE
EXTENIED-RELEASE | mwu THE RAMID RELEASE AND ABSORPTION
OF-APOYERTIALLY PATAL OF OXYGODONE.

intregting pain s vital 1o assass the patient ragularty and systuna!lcal%v Therapy
should alsh s ragulary reviswed ang adjustad based upon the patiants own
reponts of pain and side alfeets and the hestth protessional’s clinical jutigment.

Oxycodone hydrothiorige exdended-release tabits ars indicated for the management of
moderite & Sewirs pain reguiring treatment with 2 strong apioid lor Soatinuous,
aroung-Hs-clock’ ka for an axtanded period of time, Thi exsended-release
natureof mmmwhtion allows the oxycodons tydrachioride dxiended-relsass tablets
to be mimstevedmryﬂhaun {s2¢' CLAMIGAL PHARMACOLOGY;
-AND METABOLISM). White symmetric (same nosem and
PM), around-the-clock, q12h-dosing is appropriate for the majority of u?g%
PM} dosing, tallared to their pain pattern. (tis usually appropriats to reat a patient
with oniy one opm for aroudid-the-clock therapy.

Physicians should individualize treatment using a aressive plar of pain Mmanageme
such 33 oubined by the Work Hum ”"“"w;’.',?‘ the Avmmcan Pain Society and
the. Faderation of Stat nes. Health care professionals

Medical Boards
should follow agpropriate pain Mmanagement ptmipm of carelul assessmant and
onpoing monitoring [Seu BUXED WARNINGS],

Initintion of Therapy

R critiat mmm tha dosing regiman for sach patiant individually, taking Into
mﬁw Wt‘& prior opioid and non-opinid analgesic treatment. Atenlion

nmlmndmnnmd medical status of the patient;
thedwdou potency and kind of the anaigesic(s) the gatient has been taing:

the patient's opiold exposura-and opinid toleranca (I any)

' agsociated with conversion to oxysodone hydrochioride
mm tabisty doses ot of exceeding 160 my qm (m Specisl
{ndtnyetions for Dxyoodons Wydrochioride Edurdad-faisee Wap)and

& MQWWQMWMMWW&

care should be taken to use low iniiial doses of crysodona hydrochioride axtendad-
relense Bablets in patients who are not already opioid-tolerant, especiaity thous who

ars recalving concuirent raatment with muscle reixants, sedatives, or other GNS
active magications (v8e PRECAUTIONS: Drug-Druy inlarattions).

z
£ mnmlltyomwmﬂon sstimate used to calcuiate the doss of cxycodone;
4.
5.

oxyeodons hydrochioride txtanded-release tablsts the
atienis previously taking opioids, the conversion ratios from Foley, KA. {l
905, 313:84-951, Toung below, ars atmonablv starting poind, atthough ot veritied
in-wel-comrolied, muttiple-gose trials

Oxyoodone hydrochiorlds nmnum-ruuu tablsts should be individually titrated

"?mm tht provides adequate anagesta and minkmizes sice

mx standard conversion ratio sstimates (see Tabée 4 below), muitiply tha
2y of ihe previcus. opinids by the appropriate multiplication factors to
umaw the quivalent total daily dose of oral oxycodone.

2. When converting from oxycodons, divids this 24-hour oxycodons doss in half
to obtain the twite'a day (g12h) dose of oxycodone fhydrochloride axtended-
relayse tabists,

3. Round down to a dose which Is appropriate for the tablst strength available
{40 my tbiets).
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wventy than maies, aven a%ter ad t for weight, The clinical relevance
of a diffsrence of this magaitude ¥
individualized dosages, and tharew.  nale/femals difiersncs detacted for stficacy
or gdvarse avents in'clinicat vials, -

ADVERRE REACTIONS

The safety of oxycodons hydrochloride extended-release tablels was evaluatd in
double-nlind clinical trials inwobving 713 patisnts with mndarate to sévere pain of
varioub4tiologies. In opan-iabal stisdies of cancer i, 187 patients recaived oxytodone
hydrochioride extandad-reiagss tablats in wotal dally doses ranging from 20 mg %0
640 mg per day. The averags wial daily dose was mmﬂmmw 105 mg per day

Serious adverse raattions whith may bs assosiawsd with oxysodons hydrochionds

extended-rofeass tablet thesapiy in clinicat uwmmosu ‘cbservad with othar opioid
anaigesics, including respiratoey depression, agnal, respiratory arrest, ang (o an
aven lesser deqeee) ciroutmtory deprastion, 'wofum orshock{ses OVERDUBAQAE),
The non-serious adverse evants seen on initiation of with owycodens
hytoubioniss OXiantui-foi3nue tisats are (ppioal uplol sidy ofiotis. Timse svants
are dose-dependent, and their traquancy depainds upon he dosa, the ciinical setting,
the patents lovsl of opioig tolerance, and hust lagtors 1o the individual.

should be xpracied and mmadasa partot oploid-an
{>5%) Include: constipation, wauses, somanience, dizzinsss, vomiing, pruritus,
headache, dry mouth, sweating, and a,menia

in many casas the frequency of these events during initiation of therapy may be
minimlzod caretil | ndwgul izakion 0! starting dosage, slow titration, and the
avoidancs of izrge smm in the uasma congentrations-of the opm Many of
thess adverse evants will Caaxe or decraase in intensity as
mﬁm tablets therpy 5 contioued and Some degres of tolerance is
gmm irials comparing oxycodone hydrochioride extanded-relsase tabiets with
m
batwaen oxycotione hydrochiodde extended-reisase tablets and immadiate-ralasse
oxycotons; The mast common adwarse svants (>5%) reported by pationts at kast
once during tharapy were:

Toble 3 )
(eycodane immediate-Relsgse  Placebo
Hydrochioride {n=228) {n=4%)
Extended-Reigase Tablets
{227}
) (%} {%A)
Gonstipation A 26 7
Nauseg 2 27 1%
Somnolence 2 24 4
Dizziness - 13 18 $
Pruritus 13 12 2
Vomiting 12 14 7
Headachs 7 8 7
Dry Mouth 6 7 2
Asthenia 8 7 —
g 5 § H

The following adverse expgrisnces were reported. in oxycodone hydrochionide
extended-release tabists treated patiens with an incidence batween 1% s 5%. o
desconding order of frequancy they wera anonexia, nervousness, lnsomnia, fever,
confusion, diarres, abdaminal rashi, anxiety, euphoria, dyspned,

postural hypotansion, chiils, twitcmno. qastriis, atnormal dreans, thought
abnormaﬂﬁes. and heceups.

The folfowing adverse remons oceurrad In loss than 1% of patients involved in
clinlcs! trials or wers reported in pust markeling experience:

Banerak accidental injury, chest pain, facial-sdema, malaise, neck paln, pain
Cardiovascutar: migraine, syncope, wasodilation, ST depression

Oigastive: dysphapla, sructation, mtme. aasurolmsmm disorder, increased
appelits, nausea and vomitig, stomtitis, lie

Homk and um.mk- lymphadenopathy

Metabolic ant Nulritionel; Gehyration, edema, hyponatremia, peripharsl edema,
syndrome of inappropriéis anticuretic hormons Secration, thirst

Norvous: ahnormal pait, agitaion,

labiity‘ hakusination, hypedﬁmdt.
setzures, spesch disorder, stupor, ¥nnitus, tramar, vertigo, withdrawal syndroms with

o withiout seizyres

Respleglary: cough increased, pharyngitis, wice aiteration
Skinz dry skin, edfoliative dermatitis, urticara
Spacial Senses: abnormalvision, taste perversion

Urogenital: amenorrhea, dacreased lihido, dysunia, hemsturia, impotence, poivurta.
uringry refention, urination impsiced

OVERDUSASE

Acute overdosage with can be manifested hy caspicatory daprmion

somnolence prograssing 4 Stupgr or coma, skeietal mussle Macckdity, cold

clammy skin, eonsmmd pupils, bragycardia, iypotension, and'death.

eribbreerbr g b g g A g

oride extanded-relense g, nhaking, or L]

crushed tablets. Review of case reports msng'imu that tha rigk of fatel overdose

Is further increased when oxycodone hydrochioride extended-release fablets are

abused concurrently with alcoho! or othar CNS depressants, includig other opioids.

in the treatment of oxycodane overdosage, primary attention should ba given to the
re-estabiishment of a patsnt aivway and Instituion of assisted or controlisd ventiation,

Supportive measures (Induding oxygen and vasoprassars) shouid be ‘employed in
the managenion of circutatory shock and lmcmmm accompanying overdoss

_ asindicated, Guru;ca-estorarmwmasmamqu candiag massage of defirikaion..

%for a drug imended for chronic ukage at

fa. Tha most frsquant

jone hydrochloride

ate-release oxycodone and piacebo, revedled 8 similaradverss swnt profile

mmmnﬁzaﬁw, )
mﬂwm paresthesis,

1985; 312:64.95], found

278 2 788S0nAbe Sarting point, ithouph
in wali-conirolied

S trlals.

Oxycodont mwu tntended-releass tabists should be individy
mmmm adequate ansigesia and minimizes side eitects,
1. Using standard conversion ratio estimas (see Tabls 4 below), 1
mgiday of the previous apioids by the appropriate mubtiplication
" obialn the mmm otal daily doss of onal oxysodone.

2. When convertiiig from oxycodons, divide this 264-hour oxycodana
{0 oblain m hma day {q12h} dose of oxycodone hydrochioridi
l'm
Round dnwn w a dose which 18 nparnpriam for the wblet strang
{80 my tablets).

4. Discontinur all other around-the-clock opiold druw when
hydrochloride sxtended-releass tablets thacapy is initixtad.

5. No fad convarsion ratio Is Fiely to ba satistactory in il patients
P L i s, L

o 2 , and ¢ n and frequ
are lndicam unbil paxlt:?s are stabla on the nov thacapy.

- For injtiaion o oxybodofie hydrothiornae’ exsmasa-Teimas? mows
mwww‘mwmnmmmd

Tabis 4
Ihmllﬂlou me ot nmmunt': Daity Dase sl

te tke Dully Dose

(Mnmay Prior mlold X Fagtor = MgDay Orel Ouypodons)
Oral Prioy Opioid Pargntaral Pri

Owcodone 1 —
Godslne 0.18 -
Hydrocodons 0.4 —
Hydtomorphone 4 20
Lavosphano! 75 15
Meperidine g1 04
Mgihadona 15 3
Morphing 05 3

“To e sued only Kor cotversion 1o oral axytote, For pationts raceivin
nberad opioids, & muks cunsérvative sonversion is warsanies. For e
i-tosa parentaral morphine, use-T .5 instead of 3 us a mulliplication

In &l cases, supplamentsi 2naigesia (ses below) should be made aval

form of 3 sullabl ahovt-acting analgesic.

Qxynodm hydochioride extended-relaase tablsts can be safely used ¢o
with usual doses of non-opiold anaigesics any adjuvants, pr

i5 taken 1o yelect 3 proper initial doss {ses ).

Conversion from Trangdsrmal Fartany! 16 Qxycodens Hydrachioride
Rejeass Tablels e

Elghtven hours blm the removal of tha transdermal fentanyi patzh,
hydirochioride extended-reigass tablsts treatrment can be hM
hubm rm temnatis assessment of such conversion, a aommﬁvn
roxitaatily 10 mo qi2h of. oxycnﬂm hydrochioride men
mm mw&?ﬁi;hm?lw% 8 lvlom clowy fo?m tiration, as n
linited clinical expérience with this co

Mllwlu Exmu DploM Advarse Exwtm
wm espacially those who are opicid-naive, wil
skis amu; Fraquantly the side stfects from oxycadone hy@rochiorit:
rileass tablgls rd trangiont, hul may sequire mim and manageme:
evaniy Such & cwsﬂpuﬂon should be anmm and treated aggra
prophytactically with. a stimurlant logtive andlor stool softener.  Pati
mmwbmmctqum i the constipating etfects of opioids.

Other oplold-relatd side sffects such as sadation and neusea 318 usuatly
mmmmmmmwmm Hoisea pessists an i

trentmant with antl-smatics or other modakties may «
symplnm and shoukd be considered.

a’mﬁ'ﬂwxn veliet and other oplold eifects should
a59eased. Patienty should be titrated ¥ adequate effect (ganerally mﬂ:
iy Pebins vl Epeonca UegRVOUEh pa (0 GORge
) 7 n ul e
oF 1oty Bacause steady-staty mnwl?alons e
within 24 to 36 hours: Sosags adjustment may be carrled out every 1 [
i§ most appropriate 10 incraass the 120 0oss, not the dosing fragusnt
no cinical information on dosing intervals shorter than qi2h. As:
axcapt for the incraase. from 10 mg o 20 my q120, the total dally oo
usually can e nmmdby 25% to 50% of the turrent doss at each i

1 $igAs of sxcessive ogmmm exgeriences are observed, th
g be reduces, 17 this adjustment lsads to inadequata andigesia, 2 st
doge of immadiate-reiease oxycodone may be given. Alwrnatively,
om&c adjuvants may be employed. Dose adjustmants should |
o appropriste Dalance botween pain relie! and oploid-relat
experisnces.
1f significant achversa events occur before the Wsrapeutic goal of nxld ¢
aghiever, the svents shoild be treated aggressively. Oncs adwerse
under control, upward tration shoukt continue to an accepiable leve! of

Duin luds of chanping analgesic requirements, including Initl
fmaugn?'brmz s recommended belween physician, other mem!

> hoidth-care team, mmm and the caregiver/Tamily.

et W Hydrociionds Ecended-Releats Tah
tm e u i—tnlmm gm only
ndsd-Refease 8¢ my Tabials are for

ummnm wunh reguiving datly uxycodone aguivaient dosage



smld ] lvtl =
whem i was grescritid
conssyuencen, inhim mu.

Supplemantal Ansigesis

ot patients given around-the-clock therapy with sxiended-release. opinid; m:y
need to have immadiste-reinase medicatiorn svalable for exaceroations of

o p;mm paln inat osturs pradictably during cartain natent activities amam

by tnsividunls ofier Shan 18w patisnt for
apprapriate use Ty Wave severs medisal

Mainteagnce ¢f Thorapy

The lnmotdﬁﬂ'mﬁmwiodh 10 establish.a patient-specitic g1 dnuﬁmvdl}
malnhlmdoqum analyasia with scceptatie skis sfiects for 35 long 25 pain relisf
Shoutd pain racur then the dose can be incremanialy increased to

is necessary.
re-establish pain moL Tha method of mmy adimmmwtlm abave shoutd

m mpi 1o re-oxiabiish pain control.
thronic therapy, Repecially for non-cancer paln syndromes, the contimad
around-tee-tiock gmb shiould be mgnw periodically (...
mry i to 12 months) as appropriate.
W’Jﬂ' ot erany lo ings thetapy with oxytod hlorida axtended
o r ona hydroc -
Fisaes we Gones Shouk

uld b & nm radually to prevent sKing ang § 'l
nfwhhdnwu mmmmmagnm’t’ g o w o

wgmmmm Hylrochioride Extended-Release Tablels b Parentonat
To mld overdou. Consarvative dosa conversion ratios should be ioligwed.

(]

vacooonc hioride exmm-nm& tabiets are sold mm forms that
contali oxycodans which is a controlied Like mosphine, oxycodons is
controkad undu Schugula i of the comw Substances Act.
Oxycedone wwmmmmmmmw ated for thedt
wd dhmlon by cmms ma m!mimuls :hntld mtm their Stita

Conkoliad Su
mation on how to prevent and detect abuse o dwsbn of mb product.
HOW SUPPLIED
Oxyeodons HySroshioride Emudnﬂ-ﬂw Tablels, 50 mg e gmn, Tim-costed,
oval, convex tablets debossed with “93 orv'one side and *33” on the other side,
They are availatie in botties of 100
smummmmm etwean 20° and 25°C (B8° and 77°F) (see USP),

Dispense in & tight, ¥ght-resistant comiginer as defined in the USE, wm a ¢hid-
Read ihis Inlerriation carslully befere

Wcmre{a required.

08
extontied-ralanss tubiels. Al read the iﬁmmm"
Thers mey b, something rew. This infanmation doss not mmumg
with your dogtor about your medical condition of your traatmant. Only you and
your doctor aan decide ﬂomodo nh hydriehlaride exmnded-relsase fabiele sre
mmorwu. Shwre thy Important information in this mnmmmmd your

m:&m“m Imgurtent Information { Should Xnow ABout Dryeoions
Ve muummm axdondat-rolease indisis Mo way your Sosier

b Wirochlride muild-nbm tablots only for the conditien
br 1t waa provoribed,

*  Oxyeadone Liydrpchioride extonded-isinase tadleis are not Tor pexasional
(“s3 noaind”) u89.

e mm&mmmu. Do not treak, crush, dissolve, or chew tham

564 drder Form Aaquired.

CXYCOBONE HYDROGHLORIDE EXTENDED-RELEASE TABLETS, 80 mg

bafore swaliowing, done hydrochloride extended-relanss tablats work
prow?‘mr 12 hours only whair svaliowed whole, If & tadlel i Rreken,
srughot, disaclvad, o¢ , 1 gntirg Y2 howr doss Wil be abideded

Immrmy:&ﬂ mmn dsngerous, cansing om svariess,

. oxyeadons Rrydrochioride axisndes-rolsase tablats eut of the reach ot
hlidren, Acckisntl overdose waM bmwmand vy fosylt i death,
s Provantinatt and misuse. i axtanded-ralease tabists

medicins. st your fablets in a sacure piace, 10 proleat them
from theft. M nmumm Selling o7 ‘medicing
] danmonmﬁ‘t‘oaim el
What am Oxycadong. mﬂlm Exiowiad-Hefome Tabints?
modonmwcnm sxtanded-releass tablats coma In saverat strangths and
mhln the medicing oxycodons (ox—um‘é'dm) mmedinlmiu lurllke

morphine. Oxycodons tablets freat modente
m that Is expacted to aim«l mlml.u«mdm
e J:mn [ed mmmat They contal

tylrochlo tablety regularty durin
snough madicine to last forup to twelve howrs.
Wie Showld Not Toin mnl mmmm amm-nmm Tableis?
BG 1 Jake m hydrochioride sxtended-rolense taklety it
.gwdow gt prestribe oxycodone hydrochioride extended-relsase tablels
7 yOu. .

your paln is mild or will 9o away in @ law days.
your paln can be controted by oucasionsl uss of ofhar pakers,
YU have Sevive 2sHma OF Syvers Ring problems. odone,
hada pavene action

mmwma aww w”m w&""v o Vicodin® 3‘{ A wivare
Mmmmm sevare rash; hives, bredthing problems, or dizziness.
»  you had surgery less than tzwzuoursmmyoamnmwna

oxycodons hydrzihiorid extended-release tabiets juat belore surgery,

r midical candtlions before ur.mnv "

o e L P

* ® @ ¢

Your doctor shosld keow about ail
&~ roble DRI OF 11T BHOk

1 1his tael Pylignls - WM‘I
MM’ singlh,

Rusiority for Infor-
.+ Stre

le Toking Oxytodoi Hydrochieride &1

. muurm. alammum»m or gartitipate in am
ésngemen aciivines umtit you Xaow how you ract 1o
© Uxysodone ydiothloride extnded-reieass tablets can make |
. mmmmwkmcmmmm"
Rabisty. Itmiy increass tho chance of yetiing danywons 253
. /mwmmmumm duslor's mﬂ*

prescrigion megkings,
smwmrmmmmnmum it

Wuak s e Pusaiiie Side Efecty of Ouycodene Hidrochioride Ex
Cell your dostor o1 yat maticsl elp righ awey

* your braathing sows,
* you fael faint, dizzy, confused, or have any other unusual sym

Somp of the comman side effects of oxyoodona hydrochloride &
tablets arg naugea, vomiting, dizziness, Srowsiness, constipation, kol

‘sweating, waaknass, and hudacm Soms of these side stfects ma

continued use,

Thmg&&&m:;ar%ﬂ&cﬁmw&m ofd au

while usibg o0 o l¥ ons hydroe &mnm

whnwdhnwummmmwmmmm becorme addi
but $ve visk has been reported to be

Thess are notall the, sumsmmmmodommoanm
tablsts, Foraeomn%:h list, ask your doctar or pharmacist

Gmml Advies Abnut Oxycodnne Hydioshloride Exientied-Balan
Do.not use cxgrotons Rydrochioride extendud-release tablet
for which it was not mm

< Do ot give oxycodons ride extandad-raleass blets
e n%m ihe same symploms you have. Shaniag is
Sapst severe medical protiems, including death.

oxycodune hydrochioride extsndac-release tablets at |
umumm, Getwaan 20° and 25°C (68° and 77°F) {oes USP

This faaflet summarizes tha most tmportant information ab

tydrochioride eended-release tabless. If your would Bka more |

with your dochr. | Also, You can ask your phanmacist or doctor

mmm ﬁydmhbrm amdnd—n?mu tabiels that is w

‘T iox and 't avol with Codeine are brand names of O
&amceuﬂyé»

**“¥icodin is 3 brand name of ABBOTY LABORATORIES.

mnmmnd By:
mmmnms usa
Seliarsviie, PA
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s Biocuonie o ot s m mlu
0OE-done). This m Bisa

mofphing. Omoﬂm& hydroem:ﬂds mmm« lgase mbiats treat mode

Mmc:“r'm mﬁum ablets xmsawy%umo m&f"mm

acough medicine 1o last tor i 10 tweive hiours.

Who Should Wol Telw Dtysodone shioride Eciendud-isloare Tobiels?

Da wot 1ake oxysodene bydrec g axtondnd-roleass tablats If

. ;::cmw ot pragribe oxycodont fiveirochiovids sxtended-elease tablets

ywrpamitmxlnurvﬂwwmahwdlys

your pain can be controfied by accational e of olher painidiers,

& ¢ & @

ywm::-m«mmmrm
you have mvm i raaction & codeine, | gifdeocodsing,
oraxmem( mimmm"x A spvere

atharglc reaction Mmummﬁ hives, brsathing problems, or dizziness.

s you had: :urauy 1058 than 12 1o 24 hours ago and you ware not taking
oxycodons mmmwmmm 608 Surgery.
Your doclor shouié know aboul all your medical camiitions before duckiing it
oxyeodons tydroshioridd extedsd-reloass tabigte are right o yoi and what dose
Efs&ﬂum your doctor about 3% of your medical muhms. sspacially ihe ones
o troubls besatting or lurg probistns

' head injuty
tiver of iddnsy problems -
adrenat ghand problems. such as Addison’s disease
convulsions or saizures
scohtism ‘
haliucinations or othar severs mental problams
PASt or present substance abuse or drug addiction
H any of th uhm’tim r doctor, then
B T I st s s

* ¢ & & & a2

Fyw e ot o amthmt,ulmn rdogter, Oxycodona

“"“ mm: Cuyeose mmlﬂ m%ﬂ :a&:m
an iy

m?&'uwm mmﬂkgmmmmmm

Toli your dncior ahout 33} the medlicines you iake, including prastription and

mn-zr“mrbﬁmmm».wm mﬁ Supplaments, %my cause

m umlal if they mm «Mm&
m Sxouid | Take Oxyeodons mmm. muu-mm Tabish?
Follow  dimetione

doctor may shangs your
- wammv«wm»mmmm nomcmonmrdmwha
yout dostor talls you t shange R Do not tuke oxycodone hydrochioride
M—mleaumm ‘often than.pressribed. seocs
o Swallow tw labisty whols. Nmbw.ml.dhwnnm
wﬂimn. unnmmmm& your wilt-shsors teo nmuch
oadieing mumhnum , Incliding aver-
mumt.

*  Hyom miss 5 dose, taks a8 soet 26, g5ile. I itis akmost time for your next
dos”:,mgmm awm&"x»mmmumwm Do
ﬂmmwwm
u mummu.thWmewmmnwmamww
Wy,

. Mw yomlhuwlldmm mlu't:bt o determing it you stift nsed

fyou mmmmwmiom-mm call your dester,
8!1 0y exycedons Wirochinsise exiended-Tetensn taliels. Consult your dostor
¥ ::GMWW"% me releash tablets o at
‘o sho -
onca if you have bean iing It for more hama few days.
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